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S~~~A~~~ The Food and Drug Administration (FDA) is announcing the availability of a final 

guidance document entitled “Guidance for Industry: Fumon~s~n Levels in Human Foods and Animal 

Feeds.” The purpose of this guidance is to identify for the industry furno~~s~n levels that FX)A 

considers adequate to protect human and anima heafth and that are achievable in human foods 

and animaf feeds with the use of good ag~cultura~ and good manufactu~ng practices. FDA 

considers this guidance to be a prudent public health measure during the development of a long- 

te risk management poficy and program by the agency for the control of fumonisins in human 

foods and animal feeds. The agency is also announcing the availability of the final supporting 

documents entitled “Back round Paper in Suppurt of Fumonisln Levels in Corn and Corn Products 

uman Consumption,” and “Background Paper in Support of Fumonisin Levels in 

Animal Feed .” 

DATES: Sub~t written or electronic comments concerning the final guidance and the final 

supporting documents at any time. 

ADDRESSES: Submit written comments on the final guidance to the Dockets Management Branch 

ood and Drug Administration, 5630 Fishers Lane, rm. I&Xl, Rockville, 

Submit electronic comments to http://www.fda.gov/dockets/eco~ents. Submit written requests for 

single copies of the final guidance entitled “Guidance for Industry: Fumonisin Level in Human 
cfUl.49 

http://www.fda.gov/dockets/ecomments
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Foods and Animal Feeds” to Henry Kim, Center for Food Safety and Applied Nutrition (~FSA~) 

(address below), or Co~unications Staff (W--12), Center for Vetetinary Medicme (CVNI), 75~~ 

Standish Pl., Rockville, MD 20855, 30f-594-1755. Send one self-adhesive address label to assist 

processing your request. See the S~~F~E~~NTA Y INF~~~ATI~N section for electronic 

access to these documents. 

THER ~~F~~~ATl~~ CONTACT: 

Henry Kim, Center r Food Safety and Applied Nutrition (HFS-30G), Food and Drug 

Adm~nis~at~on, 2 0 C St. SW., Washington, DC 20204, 202-260-0631, or 

landaus Lovell, Center for Veterinary Medicine (HFV-222), Food and Drug Adm~n~strat~o~, 

7500 Standish PI., Rockvifle, MD 20855, 301-827-0176. 

S~~~~E~E~TA~~ ~N~~~~AT~~N: 

n June 6,2000, A issued a draft guidance document that presented recommended levels 

of ~umon~s~us in corn used for production of human foods and animal feeds. The purpose of the 

draft guidance was to identify for the industry fumonisin leve s that FDA considers adequate to 

protect human and animal health and that are achievable in human foods and animal feeds with 

the use of good agricultural and good manufactu~ng practices. In the Federa! Register notice 

0 (65 FR 35945) announcing the availability of the draft guidance document, FDA 

day period for comment on the recommended monisin levels. 

A received 12 c ents in response to the June 6,2OOU, draft guidance. The comments 

e views of seven trade associations representing manufac~rers of dry and wet milled 

corn products, popcorn, snack foods, processed grain and feed products, food and other consumer 

roducts, and pet foods; a snack foad company; a dry miller of corn; a food and food ingredient 

company; a State health epartment; and a life science society. The majority of the comments 

stated that they supported the recommended fumonisin levels in corn used for production of hums 

s and animal feeds. A number of comments suggested changes or modi~cation to t 
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reco~ended fumonisin levels. FnA has considered the submitted comments and has revised the 

supporting documents as appropriate. 

XI, Conclusion 

The agency is adopting the recommended fumon~sin levels in human foods and animal feeds 

resented in the draft guidance document. The majority of the comments that the agency received 

supported the reco~ended fumonisin fevefs. Further, after considering carefully the co~ents 

that the agency received at suggested modification or oppusition to aspects of the reco~ended 

evels i e draft guidance, the agency has determined that no changes are warranted. The final 

supposing documents explain the agency’s reasoning in selecting the recu~ended levels. 

A considers the final guidance to be a prudent public heafth measure during the 

evelopment of a hong-tea risk management policy and program by the agency for the control 

of fumon~s~ns in human foods and animal feeds. Based on information obtained from future national 

and ~~te~at~ona~ workshops on the risk from exposure to fumonisins, A wiff consider whether 

to establish tolerances, regulatory limits, or action levels, as apprupriate, for fumonisins in human 

foods and animal feeds, respectively, under 21 CFR part f09---Unavoidable ~onta~nants in Food 

for Human consumption and Food-Packaging Material and under 21 CFR part 5~9-unavoidable 

contaminants in Animal Food and Food-Packaging 

The final guidance document is being issued as a level 1 guidance, consistent with FDA’s 

good guidance practices regulation (21 CFR X0.1 IS)* The final guidance represents the agency’s 

cu~ent thinking on the control of fumonisins in human foods and anlmal feeds as a prudent public 

measure, l[t does not create or confer any rights for or on any person and does not operate 

to bind FDA or the public. An alternative approach may be used if such approach satisfies the 

requirements of t e applicable statute and regulations. 
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interested persons may submit to the Dockets Management Branch (address above) written 

or e~ec~on~c co~ents regarding the f%raf. guidance at any time. Two copies of any co~ents 

are to be sub~tted, exce t that individuals may submit une copy. Com.ments are to be identified 

e docket number found in brackets in the heading of this document. The final guidance, 

the finaf supposing documents entitled “Background Paper in Support of Fumo~s~n Levels in 

Corn and Corn roducts Intended for Human Consumption,” and “Background Paper in Support 

of ~umonisin L.evels in Animal Feed,” and received comments are available in the Dockets 

Management ranch between 9 a.m. and 4 pm. Monday through Friday. 

Iectronk Access 

e final. guidance, as well as the final supporting documents entitled ~~~ackground Pa 

in Support of Fumunis~~ evefs in Corn and Corn Products Intended for Human Consumption,” 

and Cc ackgro~nd Paper in Support of Fumonisin Levels in Animal Feed,” may e accessed from 



the home pages of CFSAN and CVM on the Internet at http:/~www.cf~a~.fd~.~~v and http:// 

www .fd~.~ov~cv~, respectively. 

u Margaret m. Dotzel, 
Associate Commissioner for Polfcy. 
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